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DETAILED ACTION 



Election/Restrictions 

Restriction to one of the following inventions is required under 35 U.S.C. 121: 

I. Claims 1-29, drawn to a method of treating a viral infection using RSV 
antigens, are classified in class 424, subclass 21 1.1. 

II. Claims 30-33, drawn to a method of treating a viral infection using 
humanized antibodies, are classified in class 424, subclass 21 1.1. 

III. Claims 34-49, drawn to a phannaceutical composition, are classified in 
class 424, subclass 21 1 .1 . 

IV. Claims 50-71 , drawn to a method of treating a viral infection using PIV 
antigens, are classified in class 424, subclass 21 1 .1 . 

V. Claims 72-84, drawn to a method of treating a viral infection using RSV 
and PIV antigens, are classified in class 424, subclass 211.1. 

The inventions are independent or distinct, each from the other because: 
Inventions I, II and IV are unrelated because they are methods with different 
modes of operation, with respect to starting materials, physiological mechanisms, 
protocol procedures, and end products. Briefly, group I is drawn to a treatment method 
using RSV antigens. In contrast, group II is drawn to using humanized antibodies and 
group III is drawn to using PIV antigens for treatment of viral infections. All groups have 
separate starting materials and thus, the viral infection drawn to each invention are 
treated via different mechanisms; therefore, each method is patentably distinct. 



Application/Control Number: 10/628,088 Page 3 

Art Unit: 1648 

Inventions II and V are unrelated because they are methods with different modes 
of operation, with respect to starting materials, physiological mechanisms, protocol 
procedures, and end products. Briefly, group II is drawn to using humanized antibodies 
for treatment of viral infections. In contrast, group V is drawn to a method of treating a 
viral infection using RSV and PIV antigens. All groups have separate starting materials 
and thus, the viral infection drawn to each invention are treated via different 
mechanisms; therefore, each method is patentably distinct. 

Inventions I and IV are related to V as combination and subcombination. 
Inventions in this relationship are distinct if it can be shown that (1 ) the combination as 
claimed does not require the particulars of the subcombination as claimed for 
patentability, and (2) that the subcombination has utility by itself or in other 
combinations (MPEP § 806.05(c)). As evidenced by the claims, invention I requires the 
use of RSV antigens but not of PIV antigens. Invention IV requires the use of PIV 
antigens but not of RSV antigens. Both inventions I and IV has utility by themselves and 
the combination does not require the particulars of the subcombination for patentability. 

Inventions I and III are related as product and process of use. The inventions 
can be shown to be distinct if either or both of the following can be shown: (1 ) the 
process for using the product as claimed can be practiced with another materially 
different product or (2) the product as claimed can be used in a materially different 
process of using that product. See MPEP § 806.05(h). In the instant case, the 
pharmaceutical composition as claimed in group I may be used in a materially different 
process, such as, for protein purification. Thus, the inventions are patentably distinct. 
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Inventions II, IV and V are unrelated to III. Inventions are unrelated if it can be 
shown that they are not disclosed as capable of use together and they have different 
designs, modes of operation, and effects (MPEP § 802.01 and § 806.06). In the instant 
case, the different inventions of II, IV and V require the use of a different pharmaceutical 
composition from that of group III; thus, II. IV and V use compositions of different 
designs. Additionally, the specification does not disclose a combined use of the 
inventions. Thus, these inventions are patentably distinct. 

Because these inventions are independent or distinct for the reasons given 
above and have acquired a separate status in the art because of their recognized 
divergent subject matter, restriction for examination purposes as indicated is proper. 

Election of Species 

A further election of species is required following tiie election of group I or III. 
This application contains claims directed to the following patentably distinct 
species: 

A. The RSV antigen is elected from: 
1.SEQ ID NO:390; 

2. SEQ ID NO:391; 

3. SEQ ID NO:392: 

4. SEQ ID NO:393: 

5. SEQ ID NO:394; 
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6. SEQ ID NO:395; 

7. SEQ ID NO:396; 

8. SEQ ID NO:397; 

9. SEQ ID NO:398; 

10. Group A RSV; 

11. Group B RSV; 

12. RSV F protein: 

13. nucleoprotein; 

14. phosphoprotein; 

15. matrix protein; 

16. small hydrophobic protein; 

17. RNA-dependent RNA polymerase; and 

18. RSV G protein. 

The species are unrelated. Inventions are unrelated if it can be shown that they 
are not disclosed as capable of use together and they have different designs, modes of 
operation, and effects (MPEP § 802.01 and § 806.06). In the instant case, the different 
inventions represent structurally different polypeptides and the polynucleotides 
encoding them. Therefore, where structural identity is required, such as for treatment of 
viral infections, the different sequences have different effects. Furthermore, the 
specification does not disclose that they are capable of use together. 



A further election of species is required following the election of group I, III or IV. 
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B. The APV antigen is elected from: 

19. nucleoprotein; 

20. phosphoprotein; 

21. matrix protein; 

22. small hydrophobic protein; 

23. RNA-dependent RNA polymerase; 

24. APV G protein; 

25. APV F protein; 

26. SEQ ID NO:424; 

27. SEQ ID NO:425; 

28. SEQ ID NO:426; 

29. SEQ ID NO:427; 

30. SEQ ID NO:428; and 

31. SEQ ID NO:429. 

The species are unrelated. Inventions are unrelated if it can be shown that they 
are not disclosed as capable of use together and they have different designs, modes of 
operation, and effects (MPEP § 802.01 and § 806.06). In the instant case, the different 
inventions represent structurally different polypeptides and the polynucleotides 
encoding them. Therefore, where structural identity is required, such as for treatment of 
viral infections, the different sequences have different effects. Furthermore, the 
specification does not disclose that they are capable of use together. 
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A further election of species is required followirig the election of group /, /// or IV. 
C. The hMPV antigen is elected from: 



32. 


SEQ 


ID 


NO:399; 


23. 


SEQ 


ID 


NO:400: 


34. 


SEQ 


ID 


NO:401: 


35. 


SEQ 


ID 


NO:402; 


36. 


SEQ 


ID 


NO:403; 


37. 


SEQ 


ID 


NO:404: 


38. 


SEQ 


ID 


NO:405; 


39. 


SEQ 


ID 


NO:406; 


40. 


SEQ 


ID 


NO:420; 


41. 


SEQ 


ID 


NO:421; 



42. nucleoprotein; 

43. phosphoprotein; 

44. matrix protein; 

45. small hydrophobic protein; 

46. RNA-dependent RNA polymerase; 

47. hMPV G protein; and 

48. hMPV F protein. 

The species are unrelated. Inventions are unrelated if it can be shown that they 
are not disclosed as capable of use together and they have different designs, modes of 
operation, and effects (MPEP § 802.01 and § 806.06). In the instant case, the different 
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inventions represent structurally different polypeptides and the polynucleotides 
encoding them. Therefore, where structural identity is required, such as for treatment of 
viral infections, the different sequences have different effects. Furthermore, the 
specification does not disclose that they are capable of use together. 

A further election of species is required following the election of group I or III. 

D. The first antibody is elected from: 

49. one of those listed in claim 22. 

The species are unrelated. Inventions are unrelated if it can be shown that they 
are not disclosed as capable of use together and they have different designs, modes of 
operation, and effects (MPEP § 802.01 and § 806.06). In the instant case, the different 
inventions represent structurally different polypeptides and the polynucleotides 
encoding them. Therefore, where structural identity is required, such as for treatment of 
viral infections, the different sequences have different effects. Furthermore, the 
specification does not disclose that they are capable of use together. 

A further election of species is required following the election of group I or IV. 

E. The viral infection is 

50. RSV and hMPV; and 

51. RSV and APV. 

The species are unrelated. Inventions are unrelated if it can be shown that they 
are not disclosed as capable of use together and they have different designs, modes of 
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operation, and effects (MPEP § 802.01 and § 806.06). In the instant case, the different 
inventions represent structurally different polypeptides and the polynucleotides 
encoding them. Therefore, where structural identity is required, such as for the different 
types of viral infections, the different sequences have different effects. Furthermore, the 
specification does not disclose that they are capable of use together. 

A further election of species is required following the election of group IV or V. 
F. The PIV antigen is elected from: 

52. one amino acid sequence from SEQ ID NO:407-419; 

53. nucleocapsid phosphoprotein ; 

54. L protein; 

55. matrix protein; 

56. HN glycoprotein; 

57. RNA-dependent RNA polymerase; 

58. Y1 protein; 

59. D protein; 

60. C protein; 

61. PIV F protein; 

62. PIV G protein; 

63. nucleoprotein; and 

64. small hydrophobic protein. 
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The species are unrelated. Inventions are unrelated if it can be shown 
that they are not disclosed as capable of use together and they have different designs, 
modes of operation, and effects (MPEP § 802.01 and § 806.06). In the instant case, the 
different inventions represent structurally different polypeptides and the polynucleotides 
encoding them. Therefore, where structural identity is required, such as for treatment of 
viral infections, the different sequences have different effects. Furthermore, the 
specification does not disclose that they are capable of use together. 

A further election of species is required following the election of group IV. 
G. The antibody that immunospecifically binds to: 

65. human PIV type 1 ; 

66. human PIV type 2; 

67. human PIV type 3; and 

68. human PIV type 4. 

The species are unrelated. Inventions are unrelated if it can be shown 
that they are not disclosed as capable of use together and they have different designs, 
modes of operation, and effects (MPEP § 802.01 and § 806.06). In the instant case, the 
different inventions represent structurally different polypeptides and the polynucleotides 
encoding them. Therefore, where structural identity is required, such as for treatment of 
viral infections, the different sequences have different effects. Furthermore, the 
specification does not disclose that they are capable of use together. 
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Applicant Is required under 35 U.S.C. 121 to elect a single disclosed species for 
prosecution on the merits to which the claims shall be restricted If no generic claim Is 
finally held to be allowable. Currently, all claims are generic because the claims are not 
limited to a specific treatment, viral infection or composition. 

Applicant is advised that a reply to this requirement must Include an identification 
of the species that is elected consonant with this requirement, and a listing of all claims 
readable thereon, including any claims subsequently added. An argument that a claim 
is allowable or that all claims are generic is considered nonresponsive unless 
accompanied by an election. 

Upon the allowance of a generic claim, applicant will be entitled to consideration 
of claims to additional species which depend from or othenvise require all the limitations 
of an allowable generic claim as provided by 37 CFR 1 .141 . If claims are added after 
the election, applicant must indicate which are readable upon the elected species. 
MPEP § 809.02(a). 

Joint Inventors 

Applicant is reminded that upon the cancellation of claims to a non-elected 
Invention, the inventorship must be amended in compliance with 37 CFR 1.48(b) if one 
or more of the currently named inventors Is no longer an Inventor of at least one claim 
remaining in the application. Any amendment of inventorship must be accompanied by 
a request under 37 CFR 1 .48(b) and by the fee required under 37 CFR 1 .1 7(1). 
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Conclusions 



Because these inventions are independent or distinct for the reasons given 
above and have acquired a separate status in the art in view of their different 
classification, restriction for examination purposes as indicated is proper. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Michelle Horning whose telephone number is 571-272- 
9036. The examiner can normally be reached on Monday-Friday 8:00-5:00 EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner*s 
supervisor, Bruce Campell can be reached on 571-272-0974. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Michelle Horning 
Patent Examiner 
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SUPERVISORY PATENT EXAMINER 
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